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Introduction : Dolutegravir (DTG) + lamivudine (3TC) showed durable efficacy in people
living with HIV-1 in pivotal phase 3 randomized controlled trials (RCTs); however, eligibility
criteria restricted characteristics of participants. We analyzed real-world evidence (RWE) of DTG
+ 3TC use in individuals with baseline characteristics inconsistent with phase 3 RCT eligibility
criteria in the clinical program.

Methods: A systematic literature review was conducted according to PRISMA guidelines.
Real-world evidence studies reporting DTG + 3TC use published between January 1, 2013, and
November 3, 2023, were retrieved from databases, conference proceedings, and gray literature.
Publications with >50 individuals using DTG + 3TC with key baseline characteristics
inconsistent with pivotal RCT eligibility criteria were included.

Results: Overall, 230 publications representing 177 RWE studies were retrieved (unique
cohorts, n=76; unique individuals using DTG + 3TC, n=41,262). Twenty-one publications met
criteria for reporting > 1 baseline characteristic inconsistent with RCT eligibility criteria (unique
cohorts, n=10; unique individuals, #»=7,535). Three studies found significant associations between
previous virologic failure (VF) and higher risk of future VF compared with individuals without
previous VF. Two studies found no significant difference between individuals with and without
archived M184V/I and probability of VF or viral blips. No studies reported on effectiveness
outcomes for hepatitis B or C virus. Virologic suppression rates in individuals with baseline viral
load > 500,000 copies/mL were high in the 1 applicable study.

Conclusions: Findings reinforce the clinical effectiveness of DTG + 3TC observed in clinical
trials and further inform implementation in clinical practice when considering various baseline
characteristics.

Key words : clinical trial, real world, virologic failure
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